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REMARKS 

Prior to the present amendment, claims 1-21 were pending. The examiner has 
withdrawn claims 4-12 for being directed to a non-elected invention. By this amendment, 
claims 1, 3, and 13 have been amended, and claim 21 has been cancelled. Accordingly, 
claims 1-3 and 13-20 are currently pending. Reconsideration is respectfully requested. 

Specification 

In item 3 of the office action, the examiner requested that applicants update the status 
of all parent priority applications in the first line of the specification. Applicants have 
complied with the examiner's request and updated the status of the parent priority 
applications. 

Abstract 

In item 4 of the office action, the abstract was objected to because the abstract 
contained more than one paragraph. Applicants have amended the abstract to address the 
objections. Thus, Applicants request that the objection be withdrawn. 

Claim Objections 

In item 7 of the office action, claim 21 was objected to under 37 CFR 1 .75 for 
allegedly being a substantial duplicate of claim 3. Merely in order to expedite prosecution, 
applicants have cancelled claim 21. 

Rejection under 35 U.S.C. §112, second paragraph 

Claim 13 was rejected under 35 U.S.C. §1 12, second paragraph for allegedly being 
indefinite. According to the examiner, the phrase "other antigenic types" is indefinite. 

Merely in order to expedite prosecution, applicants have deleted the phrase "other 
antigenic types" from claim 13. Accordingly, the rejection of claim 13 under 35 U.S.C. 
§112, second paragraph is now moot and should be withdrawn. 
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Rejection under 35 U.S.C. §112, first paragraph - Written Description 

Claims 1-3 and 13-21 were rejected under 35 U.S.C. §112, first paragraph allegedly 
for lack of adequate written description. The Examiner has asserted that, since there is no 
limitation to the antigens as set forth in the claims, there is no disclosure of a correlation 
between all of the multivalent vaccine formulations claimed and those disclosed in the 
specification. 

As set forth above, Applicants have amended claim 1 to further specify Bordetella 
pertussis and inactivated poliovirus as the soluble antigens. In addition, claim 3 has been 
amended to reduce the number of other antigens from 20, as originally set forth in claim 3, to 
5, as currently amended. Support for this amendment can be found in Example 6. 

In addition, claim 13 has been amended to depend from claim 3 and has been further 
amended to delete the reference to "other antigenic types" in general. Claim 13 has also been 
amended to delete "inactivated microorganisms", "inactivated virus" and "attenuated virus." 
Accordingly, claim 13 as amended refers specifically to the types of antigens disclosed in the 
examples. 

Accordingly, Applicants respectfully request that the rejections due to lack of written 
description under 35 U.S.C. §1 12, first paragraph, be withdrawn. 

Rejection under 35 U.S.C. SI 12, first paragraph - Scope of Enablement 

Claims 1-3 and 13-21 were rejected under 35 U.S.C. §112, first paragraph allegedly 
for lack of adequate enablement. The examiner conceded that the specification is enabled for 
a few vaccine formulations. However, the examiner asserts that the specification does not 
reasonably provide enablement for all multivalent vaccine formulations comprising 
unspecified antigens. 

The Examiner has rejected claims 1-3 and 13-21 for lack of adequate enablement 
because of their being no limitation of antigens 1-20 which previously encompassed a 
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multivalent vaccine formulation comprising HBsAg and any other antigens. As explained 
above with regard to written description, claims 1-3 and 13-21 have been amended to more 
specifically define the number and scope of the claimed formulations. Accordingly, 
Applicants respectfully request that the rejections due to lack of enablement be withdrawn. 

Rejection under 35 U.S.C. S103(a) over Schmitt (2000). Alpar (2001) and Isaka (2001) 

Claims 1-3 and 13-21 were rejected under 35 U.S.C. § 103(a) for allegedly being 
obvious over Schmitt et al. (J. Pediatrics, 2000, 137:304-312), Alpar et al. (Adv. Drug 
Delivery, 2001, 51:173-201), and Isaka et al. (Vaccine, 2001, 19:1460-1466). The examiner 
states that Schmitt teaches a multivalent vaccine formulation containing HBsAg, diphtheria, 
tetanus, Haemophilus influenzae type b, and inactivated poliovirus given as either separate or 
mixed injections. 

The examiner concedes that Schmitt et al. does not teach the vaccine for intranasal 
administration. To rectify the deficiency, the examiner cites Alpar et al. and Isaka et al. 

According to the examiner, Alpar et al. teaches intranasal formulations for tetanus 
toxoid and diphtheria. The examiner states that Isaka et al. teaches intranasal administration 
of HBsAg alone or with rCTB as adjuvant in a mouse model. Therefore, the examiner 
concludes that it would be obvious to administer the formulation of Schmitt et al. intranasally 
because Alpar et al. and Isaka et al. teach nasal immunization of HBsAg or tetanus toxoid and 
diphtheria. 

Applicants respectfully disagree. The claimed invention is directed to a multivalent 
vaccine formulation containing hepatitis B virus surface antigen. The hepatitis B virus 
surface antigen is an immunoenhancer of other antigens. 

In stark contrast to the claimed invention, there is no disclosure or suggestion that the 
HBsAg in the formulation of Schmitt et al. is an immunoenhancer of other antigens. In fact, 
according to Schmitt et al., the other antigens in the formulation are either comparable or less 
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immunogenic when administered in a mixture than when administered separately. See ASP 
in Tables I, II and II of Schmitt et al. 

Alpar et al. and Isaka et al. also do not disclose or suggest HBsAg as an 
immunoenhancer of other antigens. Without such a disclosure, the claimed invention cannot 
be said to be obvious over the combination of Schmitt et al., Alpar et al. and Isaka et al. 

Accordingly, applicants respectfully request that the rejection of the claims under 35 
U.S.C. §103(a) over Schmitt et al., Alpar et al., and Isaka et al. be reconsidered and 



For the above reasons, allowance of the pending claims is earnestly requested. If the 
examiner has any questions regarding this amendment, she is invited to contact the 
undersigned at the telephone number listed below. 



HOFFMANN & BARON, LLP 
6900 Jericho Turnpike 
Syosset, New York 1 1791 
Tel. 516-822-3550 
Fax. 516-822-3582 
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withdrawn. 



Respectfully submitted, 
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